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DRUG: ACTRON® (ketoprofen 12.5 mg Tablet/Caplet)

BAY a 7790
CAS N* 22071-15-4 o
C |2
@/ OCH——COOH
2- (3-benzoylphenyl) -propionic acid
C16H1405
Mol. Wt. 254.28
SPONSOR: Miles Inc.
Consumer Healthcare Products
1127 Myrtle Street
Elkhart, Indiana 46515
SUBMISSION DATE: July 15, 1994
REVIEWER: A. W. Coulter, Ph.D.

DATE REVIEW COMPLETED: August 19, 1994

DATE RECEIVED: July 19, 1994
DATE ASSIGNED: August 4, 1594
DRUG CATEGORY: NSAID

RELATED DRUGS/INDs/NDAs:

Ketoprofen

NDA 18-754 Orudis® 25, 50, 75 mg Rx, Wyeth-Ayerst
NDA 19-816 Ketoprofen 200 mg extended release Rx, Wyeth-Ayerst
NDA 20-429 Orudis® PR Tablets (Caplets) OTC, Whitehall-Robins
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RECOMMENDATIONS:

There are no pharmacology/toxicology objections to the
approval of NDA 20-499 for OTC distribution.

Almon W. Coulter, Ph.D.
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